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DETAILED ACTION 

Applicant's amendments and remarks, filed 9/17/09, are acknowledged. Amended 
claims 71-76, 80-81, 83-93, cancelled claims 1-70, 79, 94, and 96-146 and new claim 147 are 
acknowledged. 

Applicant's arguments, filed 9/17/09, have been fully considered but they are not deemed 
to be persuasive. Rejections and/or objections not reiterated from the previous office actions are 
hereby withdrawn. The following rejections and/or objections are either reiterated or newly 
applied. They constitute the complete set presently being applied to the instant application. 

Claims 71-78, 80-93, 95 and 147 are herein under examination. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 

Claims 71-78, 80-93, and 95 are rejected under 35 U.S.C. 101 because the claimed 
invention is directed to non-statutory subject matter. This rejection is maintained and reiterated 
for reasons of record. 

Claims 71-78, 80-93, and 95 are drawn to a process. A process is statutory subject matter 
under 35 U.S.C. 101 if: (1) it is tied to a particular machine or apparatus or (2) it transforms an 
article to a different state or thing (In re Bilski, 88 USPQ2d 1385 Fed. Cir. 2008). 

The claimed subject matter is not limited to a particular apparatus or machine. To qualify 
as a statutory process, the claims should require use of a machine within the steps of the claimed 
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subject matter or require transformation of an article to a different state or thing. Insignificant 
extra-solution activity in the claimed subject matter will not be considered sufficient to convert a 
process that otherwise recites only mental steps into statutory subject matter (In re Grams 12 
USPQ2d 1824 Fed. Cir. 1989). Preamble limitations that require the claimed process to comprise 
machine implemented steps will not be considered sufficient to convert a process that otherwise 
recites only mental steps into statutory subject matter. It is noted that the instant claim 71 recites 
"comparing the subject data"; however, this step is not a transformation of an article to a 
different state or thing. It is further noted that claims 71-78, 80-93, and 95 do not explicitly 
require that the steps of the claimed method are performed on a machine. Applicant is cautioned 
against introduction of new matter in an amendment. 

Applicant argues that claim 71 has been amended which requires the steps to be 
performed on a machine. This statement is found unpersuasive as a "system" is not necessarily a 
machine (without specifically reciting clear structural limitations). One way to overcome this 
method is to recite "using a computer" in one or more critical steps of instant claim 71, such as 
the comparing or determining steps. 

Priority 

Acknowledgment is made of applicant's claim for foreign priority based on an application 
filed in Australia on 1 1/14/02. Receipt is acknowledged of papers submitted under 35 
U.S.C. 1 19(a)-(d), which papers have been placed of record in the file. 
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Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
Internationa! application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 71-78, 80-93, 95 and 147 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Hamilton et al. (US 2003/0229451 Al). This rejection is maintained for claims 71-78, 80-93, 
and 95 and necessitated by amendment for claim 147. 

Hamilton et al. disclose an apparatus and method of determining the status of a subject 
using a system including an end station coupled to a base station via a communications network 
(abstract, 0013, 0018, 0022, Figure 5, 0097-0109) including obtaining subject data from cells 
from a single test including values of a plurality of parameters representative of gene expression 
product levels and indicative of the subject's status (0013-0017, 0054-0071), in a base station 
receiving subject data from the end station via the communications network (0022, Figure 5, 
0100-0109, 01 13, 0141), comparing the subject data to predetermined data (i.e. reference data) 
and determining the status of the subject indicating the presence, absence or degree of one or 
more conditions (0017, 0072-0075, 0080-0081, 0133), and transferring the status indication to 
the end station (0022, Figure 5, 0100-0121, 0113, 0147), as stated in instant claim 71, as well as 
medical practitioner confirmation (0061-0062), as stated instant claim 85. Hamilton et al. 
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disclose the indication of a stage of a condition (0080, 0087), as stated in instant claim 72. 
Hamilton et al. disclose parameter numbers being sufficiently statistically significant to allow a 
number of conditions to be distinguished (0043, 0086), as stated in instant claim 73. Hamilton et 
al. disclose parameters being greater than 100, 1000, or less than 6000 parameters (0068, 0135, 
0148, 0259), as stated in instant claims 74-76. Hamilton et al. disclose generating a report 
representing the status of the subject (0013, 0017, 0022, 0090, 0100, 01 14, 0190), as stated in 
instant claim 77. Hamilton et al. disclose validating drug compounds and producing a 
compilation of health or wellness profiles including assessing health outcomes such as general 
health, physical function, role of function due to physical limitations, vitality and energy 
(abstract, 0009, 0054-0055, 0062, 0075) which represents determining the ability to perform in a 
sporting event in accordance with the presence or absence of a condition, as stated in instant 
claim 78. Hamilton et al. disclose levels of genes and proteins (0055). Hamilton et al. disclose 
reference data including phenotypic data of individuals and subject data including phenotypic 
data (0052, 0053, 0057, 0060, 0017), as stated in instant claim 81. Hamilton et al. disclose 
comparing subject data to predetermined (i.e. reference) data having one or more phenotypic 
traits in common with the subject (0013, 0043, 0080), as stated in instant claim 82. Hamilton et 
al. disclose predetermined data being diagnostic signatures, including determining a diagnostic 
signature for a respective condition by data mining subject data related to individuals with 
known conditions or degrees of conditions including a range of values for some parameters 
(0013, 0017, 0071, 0080-0082, 0085-0087, 0091, 0133), as stated in instant claim 83. Hamilton 
et al. disclose data determined by clinical trials and diagnosis of conditions within subjects 
(0061, 0385, 0054, 0062, 0071, 0080), as stated in instant claim 84. Hamilton et al. disclose 
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determining a diagnostic signature by obtaining data relating to individuals including indication 
status, respective values for parameters, selecting one or more groups, and determining a range 
of parameters values for each group in accordance to values and range representing a diagnostic 
signature (0013, 0017, 0071, 0080-0082, 0085-0087, 0091, 0120 (i.e. different distributional 
parameters), 0133, 0030, 0039, 0136-0139, 0143-0144, 0148-0149, i.e. clustering inherently 
selectively excludes, 0129, 0134, 0208, 0397), as stated in instant claim 86, as well as the 
comparing and excluding steps in instant claim 87, medical practitioner confirmation (0061- 
0062), comparing (0017), and updating (0088), as stated in instant claim 88, as well as 
comparing and excluding steps in instant claim 90. Hamilton et al. disclose predetermined 
criteria using quality control criteria (0120), as stated in instant claim 89. Hamilton et al. 
disclose determining parameters that allow a group to be distinguished from each other group as 
well as determining parameters that allow the degree of a condition to be determined and 
determining a range of parameter values (0013, 0017, 0043, 0060-00610071, 0080-0082, 0085- 
0087, 0091, 0133, 0030, 0039, 0136-0139, 0143-0144, 0148-0149), as stated in instant claims 91 
and 92. Hamilton et al. disclose obtaining data for an individual, comparing parameter values for 
the individual to the respective diagnostic signature and revising the diagnostic signature in 
accordance with an unsuccessful comparison (0086-0088 (i.e. refining diagnostic signature), 
0013, 0017, 0053, 0080-0083), as stated in instant claim 93. Hamilton et al. disclose using a 
system including an end station coupled to a base station via communications network to receive 
data, determine status, and transfer indication of status to the end station via the network (0018, 
0022, 0098-0099, 0100, 0102-0120). Hamilton et al. disclose subjects and individuals such as 
humans, equines, canines (0057), as stated in instant claim 95. 
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Thus, Hamilton et al. anticipate the instant invention. 

Applicant summarizes Hamilton et al. and argues that they do not describe the process of 
performing a diagnosis based on comparisons of subject data to coherent data sets, specifically 
the comparing and determining steps of instant claim 71 . This statement is found unpersuasive 
as Hamilton et al. disclose obtaining subject data from cells from a single test including values of 
a plurality of parameters representative of gene expression product levels and indicative of the 
subject's status (0013-0017, 0054-0071) and stage of a condition (0080, 0087), as well as 
comparing the subject data to predetermined data (i.e. reference data) and determining the status 
of the subject indicating the presence, absence or degree of one or more conditions (0017, 0072- 
0075, 0080-0081, 0133). Applicant states that claim 71 has been amended and argues that 
Hamilton et al. do not disclose a specific end station and base station limitations that are coupled 
via a communications network wherein data is submitted and received with the status indication 
results being transferred to the end station. This statement is found unpersuasive as Hamilton et 
al. disclose an apparatus and method of determining the status of a subject using a system 
including an end station coupled to a base station via a communications network (abstract, 0013, 
0018, 0022, Figure 5, 0097-0109) including obtaining subject data from cells from a single test 
including values of a plurality of parameters representative of gene expression product levels and 
indicative of the subject's status (0013-0017, 0054-0071), in a base station receiving subject data 
from the end station via the communications network (0022, Figure 5, 0100-0109, 01 13, 0141), 
comparing the subject data to predetermined data (i.e. reference data) and determining the status 
of the subject indicating the presence, absence or degree of one or more conditions (0017, 0072- 
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0075, 0080-0081, 0133), and transferring the status indication to the end station (0022, Figure 5, 
0100-0121, 0113, 0147). In the paragraphs and Figure cited above, Hamilton discusses sending 
and receiving data (0113), the use of a communications network with databases, data processing, 
data analysis tools, and user interfaces (see Figure 5 and paragraph 0022), servers and operating 
systems (0103-0104, 0109), and the use of the internet and various external databases accessed 
through a WWW connection (0104 and 0109). Applicant's arguments are deemed unpersuasive 
for the reasons given above. 

Other prior art 

Although not being used as prior art, US 2004/0009479 has been made of record. In US 
2004/0009479, Wohlgemuth et al. discuss diagnosing and monitoring auto immune diseases via 
gene expression level detection. 

Conclusion 

No claim is allowed. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
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will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1.136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Papers related to this application may be submitted to Technical Center 1600 by facsimile 
transmission. Papers should be faxed to Technical Center 1600 via the PTO Fax Center. The 
faxing of such papers must conform with the notices published in the Official Gazette, 1096 OG 
30 (November 15, 1988), 1156 OG 61 (November 16, 1993), and 1157 OG 94 (December 28, 
1993) (See 37 CFR § 1.6(d)). The Central Fax Center number for official correspondence is 
(571)273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. If you have questions on access to the Private PAIR 
system, please contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, please call 800-786-9199 (IN USA OR CANADA) or 571-272- 
1000. 

Any inquiry concerning this communication or earlier communications'from the 
examiner should be directed to Carolyn Smith, whose telephone number is (571) 272-0721. The 
examiner can normally be reached Monday through Thursday from 8 A.M. to 6:30 P.M. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marjorie Moran, can be reached on (571) 272-0720. 



December 29, 2009 

/Carolyn Smith/ 
Primary Examiner 
AU 1631 
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AMENDMENTS TO THE SPECIFICATION 

Please amend the indicted paragraphs of the specification as detailed below: 

|000416| Nucleic acid primers can be selected using a program such as Primer 3 
available via the Internet (w^w gcnomo.vn.mit.eda^cgi bin / prim e r/prim e r3) . The selected 
primers may be used for amplifying a nucleic acid, for example, by PGR, or directly applied 
to an array. Uniqueness of a nucleic acid can be tested by performing additional BLAST 
searches on GenBank and an in-house database. Primers are preferably designed such that 
melting temperatures are similar, and amplification products are of a similar nucleic acid 
length. Primers for PGR are generally between 18 and 25 nucleotide bases long. Primers for 
direct use on a microarray or device are preferably between- 50 and 80 nucleotide bases long. 
Both the amplification product and the single primer should hybridise to DNA that uniquely 
identifies a gene transcript. Specific programs using various formulas are available for 
calculating the melting temperature of various lengths of DNA (for example, Primer 3). 
Alternatively, selected DNA sequences can be provided to Affymetrix for production of a 
proprietary and custom array. The sequences generated in-house are provided to Affymetrix 
in Fasta format along with details of which parts of the sequence to be used for the generation 
of a probe set (1 1 probes, each 25 nucleotide bases long) for each gene represented on the 
array. 

[000436] In this manner, 3100 unique genes were identified with no similarity to any 
other gene sequence. Equine genes from GenBank, including repeat elements and intronic 
sequences, were added to the Genetraks database for sequence comparisons and probe design. 
Gene sequences were also obtained from GenBank by searching the Expressed Sequence Tag 
(EST) subset of the public database. Most of the sequences were from equine monocyte and 
lymphocyte libraries from Georgia State University (available at- from the National Center for 
Biotechnology Information www.ncbi. nlm.nih.gov ). 

1000469) The method used for cDNA and cRNA generation was adapted from the 
protocol provided and recommended by Affymetrix (w^vw.affymotrix.com) . 
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